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DETAILED ACTION 
Summary 

Receipt of Applicant's Response and Amended Claims filed on 4/1 1/2007 is 
acknowledged. Claims 1-3 and 5-7 are pending. Claims 1-3 and 5-7 are rejected. 

Due to Applicant's Amendments the 102(e) rejection of Kuhlmann et al is hereby 
withdrawn. The 102(b) rejection of Gil et al and 103(a) rejection of Kuhlmann et al are 
hereby maintained. 

MAINTAINED REJECTIONS 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Gil et al 
US 5,066,500. 

Gil et al teach the limitations of claims 1-3: 

• The infant formula of Gil et al teaches that the terms uridine phosphate, 

guanosine phosphate, etc is intended to refer collectively to mono, di and/or tri 
phosphates but that for reasons known to those skilled in the art, the 5'- 
monophosphates are preferred (col 5, lines 8-13). Gil et al teaches an infant 
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formula adding on a liquid basis, per dl, 0.28-2.62 mg of uridine phosphate, 0.04- 
0.5 mg of guanosine phosphate, 0.64-1.43 mg of adenosine phosphate, 0.53- 
1.53 of cytidine phosphate and 0-0.29 mg of inosine phosphate (col 5, line 66-col 
6 line 5; and claim 12). The supplementation of nucleotides to infant formulas of 
Gil et al gives a better physiological fatty acid tissue membrane to newborns, an 
improved cell immunity and better intestinal repair to those patients with intestinal 
diseases (col 5, lines 14-20). 
Gil et al teach the limitations of claims 4-6: 

• Gil et al teaches a diet formulation containing 0.2-60 mg/dl each on a liquid basis 
of nucleotides (a-e) uridine phosphate, guanosine phosphate, adenosine 
phosphate, cytidine phosphate and inosine phosphate (col. 5, lines 35-42). Gil et 
al teaches a preterm infant formula (Example I, Table IV) containing 11.8 mg/L 
total concentration of nucleotides, and other infant formulas (Examples ll-VI) 
contain 10-13-21.4 mg/L total concentration of nucleotides (a-e). 

Gil et al teach the limitations of claim 7: 

• Gil et al teach infant formulas and nutrition products enriched with nucleosides, 
nucleotides and mixtures thereof to be fed to low birth weight newborns or term 
healthy infants (col. 1 , lines 13-27). Gil et al teach that these infant formulas are 
adequate to meet the needs of preterm or low birth weight infants (Example 1 
and Table IV) and then teaches varying the amounts of nucleotides in the infant 
formula to meet the needs of term healthy infants, lactose intolerant infants, or 
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infants who need a hypoallergenic formula (col 6, lines 31-40; See Examples II- 
VI). 

• The tieachings of Gil et al are discussed above and anticipate the instant claims. 
Gil et al teaches infant formulas, including preterm infant formulas. The 
nucleotide ranges claimed by applicant in the instant application overlap with the 
ranges of CMP, AMP, UMP, and GMP as claimed in claim 12 of Gil et al, while 
the range for IMP as claimed by applicant is contained within the range claimed 
by Gil et al. Gil et al also teaches total nucleotide concentrations for infant 
formulas and adult nutritional diet products from 10-3000 mg/L, but teaches 
examples specific to infant formulas in the range of 10.13-21 .4 mg/L (Examples I- 
VI). Gil et al teaches administering the claimed infant formulas orally or by enteral 
feeding tubes to low birth weight or preterm infants in order to stimulate repair 
and regeneration of intestinal gut cells, enhance the immune response of T-cells 
and provide for specific fatty acid phospholipids profiles in red blood cell (col 1 , 
lines 13-25 and col 6, lines 35-40). 

Response to Arguments 
Applicant's arguments filed on 4/1 1/2007, have been considered, but are not 
persuasive. The Examiner respectfully submits that Gil et al claims in claims 1 and 12 
an infant formula adding on a liquid basis, per dl, 0.28-2.62 mg of uridine and/or uridine 
phosphate. 0.04-0.5 mg of guanosine and/or guanosine phosphate. 0.64-1.43 mg of 
adenosine and/or adenosine phosphate, 0.53-1 .53 of cvtidine and/or cvtidine phosphate 
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and 0-0.29 mq of inosine and/or inosine phosphate . Gil et al teaches and claims infant 
formula enriched with nucleosides, nucleotides and mixtures thereof, because the range 
as claimed by applicant also overlaps with the ranges of nucleotides in the claims of Gil 
et al it is therefore anticipated. Applicant has argued that Gil et al is drawn to preferably 
nucleosides, however Gil et al claims nucleosides and/or nucleotides and teaches that 
"nucleosides are at least as effective as their corresponding nucleotides" (col. 6, lines 
43-44), and while Gil et al further discloses advantages of nucleosides, they claim 
nucleosides, nucleotides and mixtures thereof (claims 1 and 12). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 and 5-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kuhlmann et al US provisional application 60/343.253 (now US patent 6,913,778 B2). 
Kuhlmann et al teach the limitations of claim 1 : 

• Kuhlmann et al teaches an infant formula containing nucleotides CMP, AMP, 
GMP, UMP, and IMP (pg. 5 lines 7-8, Example 2). Kuhlmann et al teaches in 
example 2 an infant formula (control and invention) containing 16.5 mg/L of CMP; 
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5.0 mg/L of UMP; 4.0 mg/L of AMP; 2.0 mg/L of GMP and 2.0 mg/L of IMP (p.16- 
17, Table?). 

Kuhlmann et al teach the limitations of claims 5-6: 

• Kuhlmann et al teaches in example 2 an infant formula having a total nucleotide 
concentration of 29.5 mg/L. The teachings of Kuhlmann et al meet the limitations 
of the claims. The MPEP 2131.03 states that "[W]hen, as by a recitation of 
ranges or othenwise, a claim covers several compositions, the claim is 
anticipated' if one of them is in the prior art." So the range of compositions 
claimed by applicant in the instant invention is taught by the single composition of 
Kuhlmann et al. 

Kuhlmann et al teach the limitations of claim 7: 

• Kuhlmann et al claims in claim 7: "a method of feeding an infant, comprising 
feeding a nutritionally sufficient amount of the infant formula of claim 1 to an 
infant less than one year of age." 

• Kuhlmann et al does not teach CMP within the range 3.2-15.4 mg/L or GMP 
within the range 2.4-8.0 mg/L as claimed by applicant, but does teach the 
formula containing 16.5 mg/L of CMP and 2.0 mg/L of GMP. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to look to Kuhlmann et al for how to include the nucleotides CMP, AMP, 
UMP, GMP and IMP in infant formula for feeding of infants of any kind. One of ordinary 
skill in the art would be motivated to look to Kuhlmann et al in order to make an infant 
formula containing nucleotides and optimize the concentrations of nucleotides to obtain 
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workable ranges. The MPEP 2144.05 states: "[W]here the general conditions of a claim 
are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation." Thus, it would have been prima facie obvious at the 
time the invention was made to look to the infant formula of Kuhlmann et al 

Response to Arguments 
Applicant's arguments filed on 4/1 1/2007, have been considered, but are not 
persuasive. The Examiner respectfully submits that an infant formula composition 
containing nucleotides CMP, AMP. UMP. GMP and IMP is taught by Kuhlmann et al, 
and only GMP and CMP are taught in an amount outside the ranges as claimed in the 
instant application. But one of ordinary skill in the art would know how to slightly modify 
thru experimentation the amount of nucleotides GMP and CMP in order to obtain 
workable ranges; the MPEP 2144.05 states: "fWlhere the general conditions of a claim 
are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges bv routine experimentation." 

Conclusions 

Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bethany P. Barham whose telephone number is 571- 

272- 6175. The examiner can normally be reached on M-F from 8; 30am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-91 97 (toll-free). ^ 
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